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DETAILED ACTION 
Response to Amendment 

The Examiner acknowledges Applicant's Amendment dated January 8, 2007. 
Claims 1-3, 6, 8-11, 13-14, 16-17, 21-25 and 30 are amended. Claims 1-30 are 
pending. 

Drawings 

The drawings for Figures 1 , 2 and 9 were received on January 8, 2007. These 
drawings are acceptable. 

In view of Applicant's amendments to the drawings the drawing rejections for 
Figures 1 , 2 and 9 are withdrawn. However, the following applies for Figure 8 as set 
forth in the Office Action dated October 5, 2006. 

The drawings are objected to as failing to comply with 37 CFR 1 .84(p)(5) 
because they include the following reference character(s) not mentioned in the 
description: (800) as seen in Figure 8. Corrected drawing sheets in compliance with 37 
CFR 1 .121(d), or amendment to the specification to add the reference character(s) in 
the description in compliance with 37 CFR 1.121(b) are required in reply to the Office 
action to avoid abandonment of the application. Any amended replacement drawing 
sheet should include all of the figures appearing on the immediate prior version of the 
sheet, even if only one figure is being amended. Each drawing sheet submitted after the 
filing date of an application must be labeled in the top margin as either "Replacement 
Sheet" or "New Sheet" pursuant to 37 CFR 1 .121(d). If the changes are not accepted by 
the examiner, the applicant will be notified and informed of any required corrective 
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action in the next Office action. The objection to the drawings will not be held in 
abeyance. 

Claim Objections 

In view of Applicant's amendments to the claims dated January 8, 2007, the 
claim objections set forth in the Office Action dated October 5, 2006 are withdrawn 

Claim Rejections - 35 USC §112 
In view of Applicant's amendments to the claims dated January 8, 2007, the 
claim rejections under 35 USC 112, second paragraph set forth in the Office Action 
dated October 5, 2006 are withdrawn, 

Claim Rejections - 35 USC §103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1, 3-11, 13-14, 16, 18-21, 24, 26-30 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over Bertrand et al. (US 2002/0022793 A1 ) in view of Haynor et 
al. (US 6216028 B1). 

Bertrand et al. teaches a magnetic based indicator tool comprising: a housing 
having a display (28), at least one magnetic field sensor (62) to determine a spatial 
location and orientation of a magnetic indicator device (20) (as described in paragraphs 
[0010] and [0066]) associated with a valve (10) of an implantable flow control device (as 
described in paragraphs [0010], [0062]-[0066]), a processing module (88) that receives 
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information from said magnetic field sensor (62) and determines a setting for the valve 
(10) (as described in paragraphs [0052]-[0058]) on the implantable flow control device 
using the determined orientation of the magnetic indicator device (20), further 
comprising a magnetic adjustment tool (30) that modified an orientation of the valve (10) 
in the implantable flow control device (as described in paragraphs [0062]-[0066]), said 
magnetic adjustment tool comprising a magnetic adjustment component (90) that 
magnetically couples to the magnetic indicator device (20) of said flow control device, 
wherein rotating said adjustment tool while said magnetic adjustment component (90) is 
magnetically coupled to said magnetic indicator device (20) of said flow control device 
causes said valve (1 0) of said flow control device to rotate, thus changing the setting of 
said valve (10). While Bertrand et al. teaches that said housing has a display, an 
electronic display is not expressly taught. Furthermore, Bertrand et al. does not teach 
the use of a plurality of magnetic sensors grouped into sets or that said magnetic sensor 
determines a value for ambient magnetic fields or a removable storage device. 

Haynor et al. teaches an electronic magnetic-based indicator tool and method of 
using the tool comprising a housing having an electronic display; a plurality of magnetic 
field sensors grouped into sets; and a processing module for receiving magnetic data 
values from the plurality of magnetic field sensors making it capable of determining a 
setting for a valve on an implantable flow control device wherein the plurality of 
magnetic field sensors may comprise four sets of three sensors (as described in lines 2- 
10 and lines 23-28 of the abstract; in lines 52-59 of column 2; and in claim 35); wherein 
the indicator tool is positioned over an estimated location of the implanted magnetic 
device; wherein the magnetic field sensors may be Hall-effect sensors (as described in 
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lines 26-29 of column 3) for determining location and orientation of a magnetic device 
for the x, y and z axis and for theta and fie (as described in lines 53-60 of column 5; in 
lines 56-58 of column 6; in lines 6-10 and 14-28 of column 7), therefore the orientation 
is determined in five degrees of freedom; wherein the processing module determines an 
estimate for ambient magnetic fields from a sequence of magnetic data values and 
subtracts the estimate from received magnetic data values to determine the location 
and orientation of only the field of the implanted magnetic device (as described in lines 
40-45 and 54-57 of column 3; and in lines 57-60 of column 4); wherein the user 
operated tool further comprises a removable data storage device (170) containing 
computer readable data capable of being used to translate a valve setting into pressure 
for an implantable flow control device (as seen in Figures 5A-B). 

It would have been obvious to one having ordinary skill in the art at the time of 
the invention use an electronic magnetic indicator tool similar to that of Haynor et al. 
with a control system as taught by Bertrand et al. in order to sense and display valve 
settings of an implantable flow control device similar to that of Bertrand et al. as an 
improvement because indicators devices comprising a compass relies upon the torque 
generated by the magnetic forces between a nearby magnet (such as one on an 
implantable device) and the magnetized compass pointer in order to point the compass 
towards said nearby magnet which usually results in inaccurate orientation (as 
described in lines 16-30 of column 2of Haynor et al.). It would have been inherently 
obvious to one having ordinary skill in the art at the time of the invention that the 
electronic controls of the combination of Bertrand et al. and Haynor et al. would 
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comprise an ON/OFF feature that would allow a user to activate said tool using a power 
supply (as described in lines 2-5 of column 22 of Haynor et al.). 

Claims 12 and 22-23 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over the combination of Bertrand et al. (US 2002/0022793 A1) and Haynor et al. (US 
6216028 B1) as applied to claims 1 1 and 21 above, in view of Drinan et al. (PGPUB 
2003/0004403 A1). 

The combination of Bertrand et al. and Haynor et al. teaches the electronic 
magnetic-based indicator tool of claims 11 and 21, as described above, comprising a 
computer having an internal memory and the use of a recorder to save the images 
created from the output data on the visual display but does not teach the use of a 
removable data storage consisting of flash memory or a compact flash memory device. 

Drinan et al. teaches a tool for remote monitoring of an implant within a human 
body comprising a handheld detector and a computer (as described by the abstract and 
as seen in Figures 1-2), wherein flash memory and a compact flash memory device are 
used to store data from said detector and said computer (as described in claims 1 , 33 
and 35). 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to save the sensed and processed data from a tool similar to that of the 
combination of Bertrand et al. and Haynor et al. using flash memory or a compact flash 
memory device similar to that taught by Drinan et al. because this is an affordable and 
easy way to transport the medical data between different doctor's computers and a way 
to create an archive other than the information saved on the computer. It would have 
been inherently obvious to one having ordinary skill in the art at the time of the invention 
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that all information taken, used and saved from a patient's implant would correspond to 
that particular patient and that particular implant within said patient. 

Claims 15 and 25 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over the combination of Bertrand et al. (US 2002/0022793 A1 ) and Haynor et al. (US 
6216028 B1) as applied to claims 14 and 24 above, in view of Penner et al. (US 
2002/0077673 A1). 

The combination of Bertrand et al. and Haynor et al. teaches the electronic 
magnetic-based indicator tool of claims 14 and 24, as described above, wherein in one 
embodiment the tool is a handheld device containing the magnetic sensors and 
associated electronics which require power (as described in lines 2-5 of column 22 of 
Haynor et al.). However, this combination does not expressly teach the use of batteries 
as a power supply. 

Penner et al. teaches the use of a handheld device comprising batteries to power 
the electronics used to communicate and interact with a device implanted within a 
patient (as described in paragraph [0059]), wherein said implant may be a valve and 
wherein said handheld device may be a controller used to open or close said valve (as 
described in paragraph [0033]). 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to use batteries as a portable power supply similar to that of the device of 
Penner et al. with a device similar to that of the combination of Bertrand et al. and 
Haynor et al. in order to enhance the portability of said device, compared to alternative 
power supplies which involve cables, wires and/or generators. 
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Allowable Subject Matter 

Claims 2 and 17 are objected to as being dependent upon a rejected base claim, 
but would be allowable if rewritten in independent form including all of the limitations of 
the base claim and any intervening claims. 

The following is a statement of reasons for the indication of allowable subject 
matter: Regarding claims 2 and 17, none of the prior at of record teaches or fairly 
suggests a system comprising an implantable medical device comprising a magnetic 
indicator device associated with a valve of an implantable flow control device, an 
electronic magnetic based indicator tool comprising a housing, an electronic display and 
a plurality of magnetic fiend sensors grouped into sets of three, a processing module 
that receives magnetic data values from the plurality of magnetic field sensors and 
determines a setting for said valve and an adjustment tool that modifies the orientation 
of said valve, wherein said processing module determines the setting of said valve on 
the implantable flow control device using a determined orientation of a reference 
magnet coupled to said implantable flow control device at a location separate from said 
magnetic indicator device. 

Response to Arguments 

Applicant's arguments dated January 8, 2007, with respect to the rejection of 
claims 1-3 under 35 USC 102(b) as anticipated by Golden et al. and to the rejection of 
claims 1 , 4-7, 11,13-14 and 26-30 under 35 USC 1 02(b) as anticipated by Haynor et al. 
have been fully considered and are persuasive in view of Applicant's amendment to 
include the limitation "associated with a valve of an implantable flow control device". 
The rejection under 35 USC 102 of the above noted claims has been withdrawn. 
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Applicant's arguments with respect to the rejection(s) of claim(s) under 35 USC 
103 set forth in the Office Action dated October 5, 2006 have been fully considered and 
are persuasive in view of Applicant's amendments. Therefore, the rejection has been 
withdrawn. However, upon further consideration, a new ground(s) of rejection is made 
in view of Bertrand et al. Haynor et al., Drinan and Penner et al. 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Hooven (US 4676772 A) teaches an adjustable implantable valve 
having non-invasive. position indication. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sara Lustusky whose telephone number is (571) 272 
8965. The examiner can normally be reached on M-F: 9 - 5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Charles Marmor II can be reached on (571) 272 4730. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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